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8:00 a.m. Welcome; Statement &Conflict of Interest, 

Ann;ounc@ments 

8:05 a.m. Committee Updates 

o Medical Device User.Pee ai&Modernization Act (MDUF'MA) 
ElizabeEh" Jacobsl‘ ..pm 1 '5, :' . 8 - Mary 

l White Particulate Matter in Blood Bags - Sharyn Orton, PhD- 15' 
l Safety Reporting Requirements for‘ Human Drug and Biological 

Products - Richard Lewis, PhD 5' 
o Bovine Spongiform Encephalapathy (BSBT in'C!a&& - Pedro 

Piccardo, MD -10' 
-Presentation - Don Baker, PhD, Baxter Labs. - 15' 

9:05 a.m. Open Committee Discussion 
I. Severe Acute Respiratory Syn&ome (SARS) - 

Informational 
A. Introduction and Background - Alan Williams, 

PhD, Director, Division of Blood Applications, 
OBRR -15' 

B. Epidemiology and'Patliogenesi.8 - Mark De&son, 
MD, Associate Professor, Vanderbilt University 
-15' 

c. SARS: Catizidian studies (epi&mibldk &d 
virology) - Anton Andonov, PhD, Canadian 
Science Center for Human and Animal 
Microbiology, Health Canada - 15' 

lo:15 a.m. BREAK ' 

lo:45 a.m. D. FDA Current-Thinking 1 AlanWilliams, PhD -20' 

11:05 a.m. OPEN PUBLIC HEARING ~ _.,. ~. 

_I _I 

11:45 a.m. 11:45 a.m. Open Committee Discussion Open Committee Discussion 

$2. Committee ~Biscussion $2. Committee ~Biscussion 
12:30 p.m. LUNCH i 12:30 p.m. LUNCH i 



1 
* 

1:30 p.m: Open Committee Discussion 
II. West Nile Virus (WNV) - 'Information&l 

A. Introduction - Hira Nakhasi, I&D, Director, 
Division of Emerging and Transfusion- 
Transmitted Diseases -" 5' 

B. Epidemiology and Surveillance ,Update - 
Anthony Marfin, MD, Centers for'Disease _ ., yr, .J _*. 
Control and Prevention - 15' ' 

C. Status of WNV test,'Lot Release and 
Validation Panel Development - Indira 
Hewlett, PhD, Chief, Laboratory of 
Molecular Virology, DETTD, OBRR - 15' 

D. 
Revised‘ ‘.W' c&&&Ye , - ggaryn Orton, p&; , T ,:. ,: f; i .%&e*,. ;&b% . _ 

Consumer Safety Officer, Division of Blood Applica~~ijns.,*-'.~^iS; " , _ ." ‘ *' -i. '* '.' 

2 : 3. p.m. OPEN puBLIc gwIkG .*I<*_. ./ ̂  ,;,. ..- /‘- ,*. ,, .,., ., _-. ‘ ,.. ,I _. i_/ _. ). 

Presentations from manufacturers - 6' each 

3:30 p.m. Open Committee Discussion 

'E . Committee Discussion 

4:30 p.m. RECESS (until 8:30 a.m.,Friday, June 20, 2003) 

F*idw, J=e 20, 2083~,__ _ _.aI__/.Ix .bre+Qz,r.~ ;.,.. ' ._.,, l.liri...,a~,"rr,mi".rc. -.x.;. ‘ ,~ _. '- 
I _ 

8:30 a.m. Open Comtz@t+e Discus&on ?. " “ 
III. Discussion on Recovered Plasma 

A.' Introduction and Background - Elizabeth 
Cal‘laghan -MS, SBB (ASCP), Deputy'Director, 
Division of Blood Applications, OBRR - 10' 

B. Presentation - Robert Lunsford, Director, 
Plasma Resource, ZLB (PPTA) - 25' 

C. Presentation - Kay Gregory, AABB - 25' 

9:30 a.m. OPEN pvBLIi3‘ .tiwzge . : - 

lo:30 a.m. BREAK 

11:00 a.m. Open Committee Discussion 
D. PDA,Cur'r,ent Thinking and &estions "for the 

Coannittee - Elir,+eth Callaghan - I-6“ -' 
E. Committee Discussion and Recommendations 



: ri 

12:00 NOtiN LUNCH 

1:00 p.m. Open Conimi ttee Discussion 
IV. Vaccinia Immune Globulizi Intravenous IVIGIV): 

Current Thinking and In@.cafions for tise - 
Informational- 30' 
A. Presentation - Dorothy Scott, MD, Medical 

Officer, Division of H&atology, ~)BRR 

2:00 p.m. OPEN public ~~~~~ '- -' 3 

2:30 p.m. Open'Commi ttee Discussion 
B. Committee Discussion 

3:00 p.m. 'ADJOURNMENT 


